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MODEL AA-8565CV-ACT MODEL AA-8565CV  
emergency response safety kit kit

Product Information
Product T ype MEDICAL DEVICE Ite m Code  (Source ) NHRIC:278 6 0 -0 13

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NHRIC:278 6 0 -0 13-16 1 in 1 PACKAGE; Type 1: Co nvenience  Kit o f Co -Package

Quantity of Parts
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Part 1 of 28

SODIUM CHLORIDE  
sodium chloride injection, solution

Product Information
Ite m Code  (Source ) NDC:0 338 -0 0 49

Route  of Adminis tration INTRAVENOUS

Active Ingredient/Active Moiety

Ingredient Name Basis o f
Strength Strength

SO DIUM CHLO RIDE (UNII: 451W47IQ8 X) (CHLORIDE ION - UNII:Q32ZN48 6 9 8 , SODIUM CATION -
UNII:LYR4M0 NH37)

SODIUM
CHLORIDE

9  g
 in 10 0 0  mL

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R)  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

NDA NDA0 16 6 77 12/0 9 /19 70

Part 2 of 28

SODIUM CHLORIDE  
sodium chloride injection, solution

Product Information
Ite m Code  (Source ) NDC:0 26 4-78 0 0

Route  of Adminis tration INTRAVENOUS



Active Ingredient/Active Moiety

Ingredient Name Basis o f
Strength Strength

SO DIUM CHLO RIDE (UNII: 451W47IQ8 X) (CHLORIDE ION - UNII:Q32ZN48 6 9 8 , SODIUM CATION
- UNII:LYR4M0 NH37)

SODIUM
CHLORIDE

0 .9  g
 in 10 0  mL

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R)  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

NDA NDA0 19 6 35 0 3/0 9 /19 8 8

Part 3 of 28

ATROPINE SULFATE  
atropine sulfate injection, solution

Product Information
Ite m Code  (Source ) NDC:0 40 9 -49 10

Route  of Adminis tration INTRAMUSCULAR, INTRAVENOUS, SUBCUTANEOUS, ENDOTRACHEAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

ATRO PINE SULFATE (UNII: 0 3J5ZE7KA5) (ATROPINE - UNII:7C0 6 9 7DR9 I) ATROPINE SULFATE 0 .1 mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

SO DIUM CHLO RIDE (UNII: 451W47IQ8 X)  

SO DIUM HYDRO XIDE (UNII: 55X0 4QC32I)  

SULFURIC ACID (UNII: O40 UQP6 WCF)  

WATER (UNII: 0 59 QF0 KO0 R)  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

NDA NDA0 21146 0 1/19 /20 0 6



Part 4 of 28

ATROPINE SULFATE  
atropine sulfate injection

Product Information
Ite m Code  (Source ) NDC:76 329 -3339

Route  of Adminis tration PARENTERAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

Atro pine Sulfa te  (UNII: 0 3J5ZE7KA5) (ATROPINE - UNII:7C0 6 9 7DR9 I) Atro pine  Sulfa te 0 .1 mg  in 1 mL

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

unappro ved drug o ther 0 6 /0 1/20 0 0

Part 5 of 28

DEXTROSE MONOHYDRATE  
dextrose monohydrate injection

Product Information
Ite m Code  (Source ) NDC:76 329 -330 1

Route  of Adminis tration PARENTERAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

DEXTRO SE MO NO HYDRATE (UNII: LX22YL0 8 3G) (ANHYDROUS DEXTROSE -
UNII:5SL0 G7R0 OK)

DEXTROSE
MONOHYDRATE

50 0  mg
 in 1 mL

Inactive Ingredients
Ingredient Name Strength

Wa ter (UNII: 0 59 QF0 KO0 R)  



Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

unappro ved drug o ther 0 6 /0 1/20 0 0

Part 6 of 28

DEXTROSE  
dextrose monohydrate injection, solution

Product Information
Ite m Code  (Source ) NDC:0 40 9 -6 6 48

Route  of Adminis tration INTRAVENOUS

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

DEXTRO SE MO NO HYDRATE (UNII: LX22YL0 8 3G) (ANHYDROUS DEXTROSE -
UNII:5SL0 G7R0 OK)

DEXTROSE
MONOHYDRATE

25 g
 in 50  mL

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R)  

SO DIUM HYDRO XIDE (UNII: 55X0 4QC32I)  

HYDRO CHLO RIC ACID (UNII: QTT1758 2CB)  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

NDA NDA0 19 445 12/0 2/20 0 5

Part 7 of 28

NITROGLYCERIN  
nitroglycerin tablet

Product Information
Ite m Code  (Source ) NDC:6 8 46 2-6 39

Route  of Adminis tration SUBLINGUAL



Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

NITRO GLYCERIN (UNII: G59 M7S0 WS3) (NITROGLYCERIN - UNII:G59 M7S0 WS3) NITROGLYCERIN 0 .4 mg

Inactive Ingredients
Ingredient Name Strength

CALCIUM STEARATE (UNII: 776 XM70 47L)  

CRO SCARMELLO SE SO DIUM (UNII: M28 OL1HH48 )  

LACTO SE MO NO HYDRATE (UNII: EWQ57Q8 I5X)  

SILICA DIMETHYL SILYLATE (UNII: EU2PSP0 G0 W)  

Product Characteristics
Color white  (white  to  o ff white) Score no  sco re

Shape ROUND (Fla t faced) Siz e 4mm

Flavor Imprint Code 2;C

Contains     

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

ANDA ANDA20 6 39 1 0 8 /19 /20 17

Part 8 of 28

DIPHENHYDRAMINE HYDROCHLORIDE  
diphenhydramine hydrochloride injection

Product Information
Ite m Code  (Source ) NDC:0 6 41-0 376

Route  of Adminis tration INTRAMUSCULAR, INTRAVENOUS

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

DIPHENHYDRAMINE HYDRO CHLO RIDE (UNII: TC2D6 JAD40 ) (DIPHENHYDRAMINE -
UNII:8 GTS8 2S8 3M)

DIPHENHYDRAMINE
HYDROCHLORIDE

50  mg
 in 1 mL

Inactive Ingredients
Ingredient Name Strength

BENZETHO NIUM CHLO RIDE (UNII: PH41D0 5744)  

WATER (UNII: 0 59 QF0 KO0 R)  

SO DIUM HYDRO XIDE (UNII: 55X0 4QC32I)  



HYDRO CHLO RIC ACID (UNII: QTT1758 2CB)  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

ANDA ANDA0 8 0 8 17 11/27/19 72

Part 9 of 28

EPINEPHRINE  
epinephrine injection, solution, concentrate

Product Information
Ite m Code  (Source ) NDC:5428 8 -10 3

Route  of Adminis tration INTRAVENOUS

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

Epinephrine  (UNII: YKH8 34O4BH) (EPINEPHRINE - UNII:YKH8 34O4BH) Epinephrine 1 mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

So dium Chlo ride  (UNII: 451W47IQ8 X)  

Hydro chlo ric  Acid  (UNII: QTT1758 2CB)  

Wa ter (UNII: 0 59 QF0 KO0 R)  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

NDA NDA20 50 29 0 8 /0 8 /20 14

Part 10 of 28

ALCOHOL PREP  
isopropyl alcohol swab

Product Information
Ite m Code  (Source ) NDC:6 7777-121



Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

ISO PRO PYL ALCO HO L (UNII: ND2M416 30 2) (ISOPROPYL ALCOHOL -
UNII:ND2M416 30 2)

ISOPROPYL
ALCOHOL 0 .7 mL  in 1 mL

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R)  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph no t fina l part333A 0 7/0 1/20 10

Part 11 of 28

MOORE MEDICAL NON ASPIRIN  
acetaminophen tablet, film coated

Product Information
Ite m Code  (Source ) NDC:556 70 -46 7

Route  of Adminis tration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

ACETAMINO PHEN (UNII: 36 2O9 ITL9 D) (ACETAMINOPHEN - UNII:36 2O9 ITL9 D) ACETAMINOPHEN 325 mg

Inactive Ingredients
Ingredient Name Strength

HYPRO MELLO SES  (UNII: 3NXW29 V3WO)  

PO LYETHYLENE GLYCO L, UNSPECIFIED (UNII: 3WJQ0 SDW1A)  

PO VIDO NE, UNSPECIFIED (UNII: FZ9 8 9 GH9 4E)  

SO DIUM STARCH GLYCO LATE TYPE A PO TATO  (UNII: 58 56 J3G2A2)  

STARCH, CO RN (UNII: O8 232NY3SJ)  

STEARIC ACID (UNII: 4ELV7Z6 5AP)  

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)  



Product Characteristics
Color white  (white) Score no  sco re

Shape ROUND (ROUND) Siz e 10 mm

Flavor Imprint Code AZ;234

Contains     

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph no t fina l part343 12/30 /20 0 8

Part 12 of 28

ASPIRIN  
aspirin tablet, film coated

Product Information
Ite m Code  (Source ) NDC:556 70 -131

Route  of Adminis tration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

ASPIRIN (UNII: R16 CO5Y76 E) (ASPIRIN - UNII:R16 CO5Y76 E) ASPIRIN 325 mg

Inactive Ingredients
Ingredient Name Strength

CELLULO SE, MICRO CRYSTALLINE (UNII: OP1R32D6 1U)  

CRO SCARMELLO SE SO DIUM (UNII: M28 OL1HH48 )  

HYPRO MELLO SES  (UNII: 3NXW29 V3WO)  

MINERAL O IL (UNII: T5L8 T28 FGP)  

STARCH, CO RN (UNII: O8 232NY3SJ)  

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)  

Product Characteristics
Color white  (white) Score no  sco re

Shape ROUND (ROUND) Siz e 10 mm

Flavor Imprint Code TCL;0 11

Contains     

Marketing Information



Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date
OTC mo no graph fina l part343 12/30 /20 0 8 0 8 /31/20 22

Part 13 of 28

MOOREBRAND ASPIRIN  
aspirin tablet, film coated

Product Information
Ite m Code  (Source ) NDC:556 70 -6 16 (NDC:50 8 44-9 57)

Route  of Adminis tration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

ASPIRIN (UNII: R16 CO5Y76 E) (ASPIRIN - UNII:R16 CO5Y76 E) ASPIRIN 325 mg

Inactive Ingredients
Ingredient Name Strength

STARCH, CO RN (UNII: O8 232NY3SJ)  

PO LYETHYLENE GLYCO L, UNSPECIFIED (UNII: 3WJQ0 SDW1A)  

PRO PYLENE GLYCO L (UNII: 6 DC9 Q16 7V3)  

HYPRO MELLO SE, UNSPECIFIED (UNII: 3NXW29 V3WO)  

Product Characteristics
Color white Score no  sco re

Shape ROUND Siz e 10 mm

Flavor Imprint Code Aspirin;44;157

Contains     

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph no t fina l part343 10 /0 5/20 20

Part 14 of 28

VENTOLIN  HFA 
albuterol sulfate aerosol, metered



Product Information
Ite m Code  (Source ) NDC:0 173-0 6 8 2

Route  of Adminis tration RESPIRATORY (INHALATION)

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

ALBUTERO L SULFATE (UNII: 0 21SEF3731) (ALBUTEROL - UNII:QF8 SVZ8 43E) ALBUTEROL 9 0  ug

Inactive Ingredients
Ingredient Name Strength

NO RFLURANE (UNII: DH9 E53K1Y8 )  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

NDA NDA0 20 9 8 3 0 6 /0 9 /20 0 6

Part 15 of 28

ALBUTEROL SULFATE  HFA 
albuterol sulfate aerosol, metered

Product Information
Ite m Code  (Source ) NDC:6 6 9 9 3-0 19

Route  of Adminis tration RESPIRATORY (INHALATION)

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

ALBUTERO L SULFATE (UNII: 0 21SEF3731) (ALBUTEROL - UNII:QF8 SVZ8 43E) ALBUTEROL 9 0  ug

Inactive Ingredients
Ingredient Name Strength

NO RFLURANE (UNII: DH9 E53K1Y8 )  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

NDA autho rized generic NDA0 20 9 8 3 0 1/15/20 19



Part 16 of 28

ALBUTEROL SULFATE  
albuterol sulfate aerosol, metered

Product Information
Ite m Code  (Source ) NDC:458 0 2-0 8 8

Route  of Adminis tration RESPIRATORY (INHALATION)

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

ALBUTERO L SULFATE (UNII: 0 21SEF3731) (ALBUTEROL - UNII:QF8 SVZ8 43E) ALBUTEROL 9 0  ug

Inactive Ingredients
Ingredient Name Strength

ALCO HO L (UNII: 3K9 9 58 V9 0 M)  

NO RFLURANE (UNII: DH9 E53K1Y8 )  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

ANDA ANDA20 376 0 0 2/26 /20 20

Part 17 of 28

ALBUTEROL SULFATE  HFA 
albuterol sulfate aerosol, metered

Product Information
Ite m Code  (Source ) NDC:0 0 9 3-3174

Route  of Adminis tration RESPIRATORY (INHALATION)

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

ALBUTERO L SULFATE (UNII: 0 21SEF3731) (ALBUTEROL - UNII:QF8 SVZ8 43E) ALBUTEROL 9 0  ug

Inactive Ingredients



Ingredient Name Strength
NO RFLURANE (UNII: DH9 E53K1Y8 )  

ALCO HO L (UNII: 3K9 9 58 V9 0 M)  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

NDA NDA0 21457 0 1/16 /20 19

Part 18 of 28

ALBUTEROL SULFATE  
albuterol sulfate inhalant

Product Information
Ite m Code  (Source ) NDC:6 9 0 9 7-142

Route  of Adminis tration RESPIRATORY (INHALATION)

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

ALBUTERO L SULFATE (UNII: 0 21SEF3731) (ALBUTEROL - UNII:QF8 SVZ8 43E) ALBUTEROL 10 8  ug

Inactive Ingredients
Ingredient Name Strength

O LEIC ACID (UNII: 2UMI9 U37CP)  

NO RFLURANE (UNII: DH9 E53K1Y8 )  

ALCO HO L (UNII: 3K9 9 58 V9 0 M)  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

ANDA ANDA20 9 9 59 0 4/0 8 /20 20

Part 19 of 28

ALBUTEROL SULFATE  
albuterol sulfate aerosol, metered

Product Information



Ite m Code  (Source ) NDC:0 254-10 0 7

Route  of Adminis tration RESPIRATORY (INHALATION)

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

ALBUTERO L SULFATE (UNII: 0 21SEF3731) (ALBUTEROL - UNII:QF8 SVZ8 43E) ALBUTEROL 10 8  ug

Inactive Ingredients
Ingredient Name Strength

O LEIC ACID (UNII: 2UMI9 U37CP)  

NO RFLURANE (UNII: DH9 E53K1Y8 )  

ALCO HO L (UNII: 3K9 9 58 V9 0 M)  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

NDA autho rized generic NDA0 20 50 3 0 4/0 3/20 19

Part 20 of 28

PROAIR  HFA 
albuterol sulfate aerosol, metered

Product Information
Ite m Code  (Source ) NDC:59 310 -579

Route  of Adminis tration RESPIRATORY (INHALATION)

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

ALBUTERO L SULFATE (UNII: 0 21SEF3731) (ALBUTEROL - UNII:QF8 SVZ8 43E) ALBUTEROL 9 0  ug

Inactive Ingredients
Ingredient Name Strength

NO RFLURANE (UNII: DH9 E53K1Y8 )  

ALCO HO L (UNII: 3K9 9 58 V9 0 M)  

Marketing Information



Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date
NDA NDA0 21457 12/0 3/20 12

Part 21 of 28

POVIDONE-IODINE  
povidone-iodine solution

Product Information
Ite m Code  (Source ) NDC:46 414-7777

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

PO VIDO NE-IO DINE (UNII: 8 5H0 HZU9 9 M) (IODINE - UNII:9 6 79 TC0 7X4) IODINE 10  mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

CITRIC ACID MO NO HYDRATE (UNII: 29 6 8 PHW8 QP)  

SO DIUM PHO SPHATE, DIBASIC, ANHYDRO US  (UNII: 22ADO53M6 F)  

NO NO XYNO L-9  (UNII: 48 Q18 0 SH9 T)  

SO DIUM HYDRO XIDE (UNII: 55X0 4QC32I)  

WATER (UNII: 0 59 QF0 KO0 R)  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph no t fina l part333A 0 2/14/19 76

Part 22 of 28

BZK PADS  
benzalkonium chloride swab

Product Information
Ite m Code  (Source ) NDC:6 7777-245

Route  of Adminis tration TOPICAL



Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

BENZALKO NIUM CHLO RIDE (UNII: F5UM2KM3W7) (BENZALKONIUM -
UNII:7N6 JUD5X6 Y)

BENZALKONIUM
CHLORIDE

1.3 mg
 in 1 mL

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R)  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph no t fina l part333A 0 4/0 5/20 11

Part 23 of 28

SOLU-CORTEF  
hydrocortisone sodium succinate injection, powder, for solution

Product Information
Ite m Code  (Source ) NDC:0 0 0 9 -0 8 25

Route  of Adminis tration INTRAMUSCULAR, INTRAVENOUS

Active Ingredient/Active Moiety

Ingredient Name Basis o f
Strength Strength

HYDRO CO RTISO NE SO DIUM SUCCINATE (UNII: 50 LQB6 9 S1Z) (HYDROCORTISONE -
UNII:WI4X0 X7BPJ) HYDROCORTISONE 10 0  mg

 in 2 mL

Inactive Ingredients
Ingredient Name Strength

SO DIUM PHO SPHATE, MO NO BASIC, ANHYDRO US  (UNII: KH7I0 4HPUU)  

SO DIUM PHO SPHATE, DIBASIC, UNSPECIFIED FO RM (UNII: GR6 8 6 LBA74)  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

NDA NDA0 0 9 8 6 6 0 4/27/19 55

Part 24 of 28



SOLU-CORTEF  
hydrocortisone sodium succinate injection, powder, for solution

Product Information
Ite m Code  (Source ) NDC:0 0 0 9 -0 0 11

Route  of Adminis tration INTRAMUSCULAR, INTRAVENOUS

Active Ingredient/Active Moiety

Ingredient Name Basis o f
Strength Strength

HYDRO CO RTISO NE SO DIUM SUCCINATE (UNII: 50 LQB6 9 S1Z) (HYDROCORTISONE -
UNII:WI4X0 X7BPJ) HYDROCORTISONE 10 0  mg

 in 2 mL

Inactive Ingredients
Ingredient Name Strength

SO DIUM PHO SPHATE, MO NO BASIC, ANHYDRO US  (UNII: KH7I0 4HPUU)  

SO DIUM PHO SPHATE, DIBASIC, UNSPECIFIED FO RM (UNII: GR6 8 6 LBA74)  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

NDA NDA0 0 9 8 6 6 0 4/27/19 55

Part 25 of 28

FUROSEMIDE  
furosemide injection, solution

Product Information
Ite m Code  (Source ) NDC:23155-473

Route  of Adminis tration INTRAVENOUS

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

FURO SEMIDE (UNII: 7LXU5N7ZO5) (FUROSEMIDE - UNII:7LXU5N7ZO5) FUROSEMIDE 10  mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength



SO DIUM CHLO RIDE (UNII: 451W47IQ8 X)  

SO DIUM HYDRO XIDE (UNII: 55X0 4QC32I)  

HYDRO CHLO RIC ACID (UNII: QTT1758 2CB)  

WATER (UNII: 0 59 QF0 KO0 R)  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

ANDA ANDA20 3428 0 9 /0 2/20 14

Part 26 of 28

PITOCIN  
oxytocin injection

Product Information
Ite m Code  (Source ) NDC:420 23-116

Route  of Adminis tration INTRAVENOUS

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

O XYTO CIN (UNII: 1JQS135EYN) (OXYTOCIN - UNII:1JQS135EYN) OXYTOCIN 10  [iU]  in 1 mL

Inactive Ingredients
Ingredient Name Strength

ACETIC ACID (UNII: Q40 Q9 N0 6 3P)  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

NDA NDA0 18 26 1 0 2/0 1/20 0 8

Part 27 of 28

PROMETHAZINE HYDROCHLORIDE  
promethazine hydrochloride injection

Product Information
Ite m Code  (Source ) NDC:0 6 41-149 5



Route  of Adminis tration INTRAMUSCULAR, INTRAVENOUS

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

PRO METHAZINE HYDRO CHLO RIDE (UNII: R6 1ZEH7I1I) (PROMETHAZINE -
UNII:FF28 EJQ49 4)

PROMETHAZINE
HYDROCHLORIDE

25 mg
 in 1 mL

Inactive Ingredients
Ingredient Name Strength

EDETATE DISO DIUM (UNII: 7FLD9 1C8 6 K)  

CALCIUM CHLO RIDE (UNII: M4I0 D6 VV5M)  

SO DIUM METABISULFITE (UNII: 4VON5FNS3C)  

PHENO L (UNII: 339 NCG44TV)  

ACETIC ACID (UNII: Q40 Q9 N0 6 3P)  

SO DIUM ACETATE (UNII: 4550 K0 SC9 B)  

WATER (UNII: 0 59 QF0 KO0 R)  

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

ANDA ANDA0 8 3312 0 9 /19 /19 73

Part 28 of 28

METOPROLOL TARTRATE  
metoprolol tartrate tablet, film coated

Product Information
Ite m Code  (Source ) NDC:6 58 6 2-0 6 2

Route  of Adminis tration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

METO PRO LO L TARTRATE (UNII: W5S57Y3A5L) (METOPROLOL - UNII:GEB0 6 NHM23) METOPROLOL TARTRATE 25 mg

Inactive Ingredients
Ingredient Name Strength

MICRO CRYSTALLINE CELLULO SE (UNII: OP1R32D6 1U)  

STARCH, CO RN (UNII: O8 232NY3SJ)  

SO DIUM STARCH GLYCO LATE TYPE A PO TATO  (UNII: 58 56 J3G2A2)  



Aerospace Accessory Service, Inc

SILICO N DIO XIDE (UNII: ETJ7Z6 XBU4)  

SO DIUM LAURYL SULFATE (UNII: 36 8 GB5141J)  

TALC (UNII: 7SEV7J4R1U)  

MAGNESIUM STEARATE (UNII: 70 0 9 7M6 I30 )  

HYPRO MELLO SE 2 9 10  ( 6  MPA.S)  (UNII: 0 WZ8 WG20 P6 )  

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)  

PO LYETHYLENE GLYCO L 4 0 0  (UNII: B6 9 78 9 4SGQ)  

PO LYSO RBATE 8 0  (UNII: 6 OZP39 ZG8 H)  

Product Characteristics
Color white Score 2 pieces

Shape ROUND Siz e 7mm

Flavor Imprint Code C;73

Contains     

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

ANDA ANDA0 77739 0 9 /11/20 0 7

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

exempt device ABC 0 1/0 1/20 15

Labeler - Aerospace Accessory Service, Inc (859100547)

Registrant - Aerospace Accessory Service, Inc (859100547)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Aero space  Accesso ry Service , Inc 8 59 10 0 547 manufacture , repack

 Revised: 1/2021
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